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DETAILED ACTION 

This action is in response to applicant's amendment received on 12/06/2007. 
The examiner acknowledges the amendments made to the claims. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 19 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 19 recites the limitation "the bioabsorbable body" in line 
8. There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 
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4. Claims 1-6 are rejected under 35 U.S.C. 102(e) as being anticipated by Brucker 
(U.S. Patent No. 6,296,657). 

Claims 1 and 5 : Brucker discloses a device for sealing a passage through tissue 
including a bioabsorbable body 22 comprising a proximal end, a distal end, a diameter, 
and a lumen extending between the proximal end and the distal end, and a 
bioabsorbable sealing member 18 disposed within the lumen that is expandable across 
the lumen for substantially sealing the lumen from fluid flow therethrough, wherein the 
bioabsorbable body does not expand when exposed to fluid (Figures 1a-1b; col. 5, lines 
26-33). 

Claims 2-3 : Brucker discloses the sealing member 71 comprising an expandable gel 
foam that is expandable when exposed to the fluid to substantially seal the lumen 
(Figure 7; col. 5, lines 7-18). 

Claim 4 : Brucker discloses the sealing member 54 comprises an annular-shaped 
member (Figure 5; col. 4, lines 40-53). 

Claim 6 : Brucker discloses the sealing member 32 being biased towards a first 
configuration for substantially sealing the lumen from fluid flow therethrough, and is 
movable to a second configuration for accommodating introduction of one ore more 
devices through the lumen, due to the septum valve 30 (Figure 2, col. 3, line 64 to col. 
4, line 11). 
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Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 9-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brucker (U.S. Patent No. 6,296,657). 

Claims 9-10 : Brucker does not expressly disclose the body having a length of not 
more than about ten millimeters and having a diameter not more than about twice the 
length. However, bioabsorbable body 22 can be considered to be elongate (Figures 1a- 
1 b). Also, depending on where the body is to be implanted, it would be obvious to one 
having ordinary skill in the art at the time of invention to limit the length of the body to 
not more than about ten millimeters so that the body won't extend out of the wound. 
Further, if the wound is large, it would have been obvious to one having ordinary skill in 
the art to have the body's diameter being not more than about twice the length of the 
body. It also has been held that discovering an optimum value of a result effective 
variable involves only routine skill in the art. 
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7. Claims 7-8, 19-24, 27-28, 31-35, and 37 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Brucker (U.S. Patent No. 6,296,657) in view of Atkinson (U.S. 
Patent No. 6,645,225). 

Claims 7-8, 19-24, 27-28, 31-35, and 37 : Brucker discloses the claimed device, 
including a bioabsorbable body or plug member (see paragraph 4 above), except for a 
connector on the proximal end of the body for detachably securing the body to a 
delivery device or an elongate shaft extending from the proximal end of the body. 

Atkinson teaches a sealing device including a connector 44 on a proximal end of 
a body 26 having threaded connectors cooperating with a threaded hole 38 of the body 
for detachably securing the body to a delivery device or elongate shaft 42 extending 
from the proximal end of the body, the body or plug member lumen extending between 
the plug member distal end and the elongate distal end, and also an actuator 46 for 
releasing the plug member from the distal end of the elongate member (Figures 3-4). 
Atkinson also teaches a second elongate member 12 insertable through the plug 
member lumen that is disposed beyond the distal end of the plug member and acts as a 
location indicator and is substantially atraumatic (Figures 11-12; col. 4, lines 27-31 ). It 
would have been obvious to one of ordinary skill in the art at the time of invention to 
provide an elongate delivery device, as taught by Atkinson, to Brucker in order to 
facilitate delivery of the device into a passage through tissue. 
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8. Claims 11-15 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hermann (U.S. Patent No. 5,871,474). 

Claims 11-15 : Hermann discloses a body 10 comprising a lumen comprising a 
tapered portion that tapers in cross-section, and an expandable, flexible sealing 
member ("balloon membrane") 20 comprising a generally annular-shaped member 
disposed adjacent a wide end of the tapered portion of the lumen, the sealing member 
being movable or wedged into the tapered portion for substantially sealing the lumen 
from fluid flow therethrough, wherein the body does not expand when exposed to the 
fluid (Figure 4). 

Hermann does not disclose expressly disclose the body being made of 
bioabsorbable material or the sealing member comprising a coil of material. However, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to provide a bioasborbable material for the body since it has been held to be 
within the general skill of a worker in the art to select a known material on the basis of 
its suitability for the intended use. Also, although the sealing member of Hermann is not 
comprised of a coil of material, Hermann does teach screw threads 12 which may take 
the form of a coil and increase the traction of the sealing member within the body to 
effectively keep it in place. 

Claim 18 : Hermann does not expressly disclose the body having a length of not more 
than about ten millimeters and having a diameter not more than about twice the length. 
However, the body 10 can be considered to be elongate (Figure 4). Also, depending on 
where the body is to be implanted, it would be obvious to one having ordinary skill in the 
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art at the time of invention to limit the length of the body to not more than about ten 
millimeters so that the body won't extend out of the wound. Further, if the wound is 
large, it would have been obvious to one having ordinary skill in the art to have the 
body's diameter being not more than about twice the length of the body. It also has 
been held that discovering an optimum value of a result effective variable involves only 
routine skill in the art. 

9. Claims 1 6-1 7 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Hermann (U.S. Patent No. 5,871,474) in view of Atkinson (U.S. Patent No. 6,645,225). 
Claims 16-17 : Hermann discloses the claimed device, except for a connector on the 
proximal end of the body for detachably securing the body to a delivery device or an 
elongate shaft extending from the proximal end of the body. 

Atkinson teaches a sealing device including a connector 44 on a proximal end of 
a body 26 for detachably securing the body to a delivery device or elongate shaft 42 
extending from the proximal end of the body (Figures 3-4). It would have been obvious 
to one of ordinary skill in the art at the time of invention to provide an elongate delivery 
device, as taught by Atkinson, to Brucker in order to facilitate delivery of the device into 
a passage through tissue. 
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10. Claim 25 is rejected under 35 U.S.C. 103(a) as being unpatentable over Brucker 
(U.S. Patent No. 6,296,657) in view of Atkinson (U.S. Patent No. 6,645,225), as 
applied to claim 21 above, and further in view of Hermann (U.S. Patent No. 5,871,474). 
Claim 25 : Brucker and Atkinson disclose the claimed device except for the sealing 
member being movable into a tapered portion in the plug member lumen. 

Hermann teaches a body 10 with lumen having a tapered portion that tapers in 
cross-section, and an expandable, flexible sealing member ("balloon membrane") 20 
comprising a generally annular-shaped member disposed adjacent a wide end of the 
tapered portion of the lumen, the sealing member being movable or wedged into the 
tapered portion for substantially sealing the lumen from fluid flow therethrough, wherein 
the body does not expand when exposed to the fluid (Figure 4). It would have been 
obvious to one of ordinary skill in the art at the time of invention to provide a tapered 
portion in the lumen of the body with a sealing member disposed inside, as taught by 
Hermann, to Brucker and Atkinson in order to maintain a tight seal and to facilitate 
introduction into a passage through tissue. 

1 1 . Claim 29 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over Brucker 
(U.S. Patent No. 6,296,657) in view of Atkinson (U.S. Patent No. 6,645,225), as 
applied to claim 28 above, and further in view of Davis (U.S. Patent No. 6,143,004). 
Claim 29 : Brucker and Atkinson disclose the claimed device, except for the second 
elongate member comprising a tubular member including a bleed back lumen, and 
wherein the location indicator comprises a bleed back port on the distal end of the 
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tubular member, the bleed back port being in communication with the bleed back lumen. 

Davis teaches a bleed back lumen 118 and bleed port 114 (Figures 6 and 8). It 
would have been obvious to one of ordinary skill in the art at the time of invention to 
provide a bleed back lumen and port, as taught by Davis, to Brucker and Atkinson in 
order to easily verify proper placement of the device within the body (col. 9, lines 43-37). 

Allowable Subject Matter 

Claims 26, 30 and 36 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 



Response to Arguments 

12. Applicant's arguments with respect to claims 1-37 have been considered but are 
moot in view of the new ground(s) of rejection. 
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Conclusion 

1 3. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DIANE YABUT whose telephone number is (571)272- 
6831 . The examiner can normally be reached on M-F: 9AM-4PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Diane Yabut/ 
Examiner, Art Unit 3734 
/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



